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Division of Dockets Management
F ood  and  Dr u g A d ministr ation
5 6 3 0  F ish er s L ane,  R oom 1 0 6 1  ( H F A - 3 0 5 )
R ockvil l e,  MD,  2 0 8 5 2

Comments On Petition 2006P-0090
I  agr ee w ith  immed iatel y  r emoving fr om th e mar ket p r op ox y p h ene H C L  ( Dar von) 
and  al l  p r op ox y p h ene- containing p r od u cts.  
T h e " D" ' s at d r u gs @  F DA :
DA R V O C E T  ( A C E T A MI N O P H E N ;  P R O P O X Y P H E N E  HYDROCHLORIDE) 
DA R V O C E T  A 5 0 0  ( A C E T A MI N O P H E N ;  P R O P O X Y P H E N E  N A P S YLA T E)
DA R V O C E T - N  1 0 0  ( A C E T A MI N O P H E N ;  P R O P O X Y P H E N E  N A P S Y L A T E )
DA R V O C E T - N  5 0  ( A C E T A MI N O P H E N ;  P R O P O X Y P H E N E  N A P S Y L A T E )
DA R V O N  ( P R O P O X Y P H E N E  H Y DR O C H L O R I DE ) 
DA R V O N  C O MP O U N D ( A S P I R I N ;  CA F F EIN E ;  P R O P O X Y P H E N E  
H Y DR O C H L O R I DE )
DA R V O N  C O MP O U N D- 6 5  ( A S P IRIN ;  C A F F E I N E ;  P R O P O X Y P H E N E  
H Y DR O C H L O R I DE )
DA R V O N  W /  A S A  ( A S P I R I N ;  P R O P O X Y P H E N E  H Y DR O C H L O R I DE )
DA R V O N - N  ( P R O P O X Y P H E N E  N A P S YLA T E) 

Dar von w as ap p r oved  on 0 8 / 1 6 / 1 9 5 7 .  I t h as one str ength  DI S C N  in th e O r ange 
B ook.  Da r v o n  n e v e r  p e r f o r m e d  c l i n i c a l  i n v e s t i g a t i o n s  d emonstr ating safety  and  
efficacy .  T h is p etition r aises b oth  issu es of safety  and  efficacy .
Dar vocet is an u nap p r oved  d r u g.  I t h as one action d ate of 1 0 / 1 8 / 1 9 7 2  w h ich  w as 
N DA  ap p r oval .
I  agr ee in p r incip l e w ith  S id ney  W ol fe fr om P u b l ic C itiz en.  T h e r emoval  of d r u gs 
th at ar e h igh l y  d iver ted  and  ab u sed  w ith  2 3  mil l ion p r escr ip tion is w el l  p r esented ,  
w ith  w el l  r efer enced  d ata.  T h e DE A  stating th e ease of ob taining a p r escr ip tion is 
th e main r eason for  su ch .   
T h e U nited  S tates is a p ar ty  to th e S ingl e C onvention on N ar cotic Dr u gs,  1 9 6 1 ,  



and  oth er  inter national  conventions d esigned  to estab l ish  effective contr ol  over  
inter national  and  d omestic tr affic in contr ol l ed  su b stances.  
If control is required by United States obligations under international treaties, conventions, 
or p rotocols in effect on O ctober 2 7 , 1 9 7 0 , th e A ttorney G eneral sh all issue an order 
controlling such  drug under th e sch edule h e deem s m ost ap p rop riate to carry out such  
obligations, w ith out regard to th e findings required by subsection ( a)  of th is section or 
section 8 1 2 ( b)  of th is title and w ith out regard to th e p rocedures p rescribed by subsections 
( a)  and ( b)  of th is section. - 21 USC Sec. 811(d)(1)

I  s u p p o r t  t h e p et i t i o n  i n  p a r t ,  a n d m i s b r a n di n g  t h e u n a p p r o v ed dr u g s . R eca l l  a l l  
p r o p o x y p h en e b a s ed p r o du ct s  f o r  s a f et y  a n d ef f i ca cy  r ea s o n s ,  i n cl u di n g  t h o s e t h a t  r ef er en ce 
D a r v o n  a n d D a r v o cet . 

D a v i d L o w e
I da ,  M i ch i g a n


